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DETAILED ACTION 

This final office action is in response tine arguments, filed 12/30/2009. The 
amendments necessitated the new grounds of rejection; thus, finality of this office action 
is proper. 

Response to Arguments 

1 . Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

2. Applicant's amendments have substantially changed the scope of the claimed 
method of claim 37. By amending the claim to determine the location of the imageable 
structure relative to the distal end of the delivery apparatus, applicant has altered both 
the consideration and interpretation of the previously filed claim, which read "determine 
a location of the imageable structure relative to at least one of the valve prosthesis and 
the delivery apparatus. Further, applicant now determines the orientation of the entire 
prosthesis, not just the orifice. Both amendments require a new search and 
consideration. 

3. Applicant's primary inventive concept appears to be the "circumferential 

orientation" applicant discussed on page two of the specification. While this is not 
claimed at the present time (but rather applicant claims using indicia to determine the 
longitudinal orientation), applicant's attention is directed at Peckham 2005/0113686, 
which discloses a means for using visual indicia to control the rotational orientation of a 
stent. 

Claim Rejections - 35 USC §112 
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The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 37 recites the limitation "and the packaging material thereof in paragraph 
4. There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 37 is rejected under 35 U.S.C. 103(a) as obvious over Healy 
6,074,419, further in view of the patent application 2004/0006380 to Buck. 

Re claim 37, Healy discloses a stentless heart valve 104 with indicia 28 
indicating the location of the device, the circumferential orientation, and the ascending 
and descending end/orientation. 

Healy teaches using the indicia to orient and deliver said valve into the heart. 

Healy fails to positively disclose the use of a delivering such a device via a 
catheter delivery system (well known in the art). 

Re claim 37, Buck teaches a stent delivery system and associated method (see 
claims 33 and 34) designed to verify the orientation of a stent within a delivery system, 
comprising: 
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A stent with a sleeve coupled to a moveable member and comprising a jacl<et, 
where the jacket includes one of visible and tactile indicia, see [para. 0020]; see also fig. 
6 element 116, in a length corresponding to the length of the stent ... being co-incident 
with the distal end of the sleeve (and thus providing indicia of the descending 
orientation), and 

Using an imaging device [pars. 0007] to image the device (which indicates the 
descending orientation via the indicia), closest to the distal end of the orifice of the stent. 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to modify Healy, further in view of Buck, in order to 1) utilize the indicia {See 
Healy, col. 5 II. 1-25; ("The indicia is used during the implantation procedure to provide 
the surgeon or attending staff with information which will aid in the procedure. This 
simplifies the implantation process ... [which] proceed[s] at a faster rate thereby 
shortening the length of time needed to perform surgery. Thus, the invention provides 
more accurate implantation which requires a shortened surgical procedure.")) and 2) to 
accurately deploy the device {See Buck, abstract). 

Claim 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
patent application 2004/0006380 to Buck, further in view of the U.S. patent 
application to Bailey 2001/0021872. 

Re claim 37, Buck teaches a stent delivery system and associated method (see 
claims 33 and 34) designed to verify the orientation of a stent within a delivery system, 
comprising: 
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A stent with a sleeve coupled to a moveable member and comprising a jacl<et, 
where the jacket includes one of visible and tactile indicia in a length corresponding to 
the length of the stent ... being co-incident with the distal end of the sleeve (and thus 
providing indicia of the descending orientation), and 

Using an imaging device [pars. 0007] to image the device (which indicates the 
descending orientation via the indicia), closest to the distal end of the orifice of the stent. 

Buck fails to teach applying this method to deploy a heart valve/stent apparatus 
in a similar fashion. 

However, it is well-known in the art that methods of deploying heart valves (with 
stents) and stents are known in the art as taught by the Bailey. 

Further, Bailey teaches markers on a valvular stent structure specifically for the 
purposes of valve orientation [para. 0055], and mounting that valve onto a catheter 
system and deploying it [catheter para. [0068-0074]], including a sheath and a 
downward or descending approach. 

It would have been obvious to modify the teachings of Buck, which teaches a 
method of including an indicia on an apparatus and using that indicia to orient the 
delivery of that stent, with the teachings of Bailey, which teach applying markers to a 
valvular stent structure to determine valve orientation, mounting that valve onto a 
catheter, and deploying it, for the purposes of better-determining the approach and 
facilitating the surgery by giving the surgeon more control and means for verifying that 
the orientation of the valve is correct post-implantation. 
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Claim 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent 6,602,241 to Makower, further in view of the U.S. patent application Bailey 
2001/0021872. 

Re claim 37, Mal<ower teaches a method for delivering an "apparatus" as claimed 
to the human body using guidance and imaging - claim 63 of Makower - including 
markers, imaging, and the utilization of an imaging apparatus (claims 65 and 66) to 
determine positioning and make the surgery easier. 

Makower fails to teach that the "apparatus" can be a valve, or applying this 
method to deploy a heart valve/stent apparatus in a similar fashion. 

However, it is well-known in the art that methods of deploying heart valves (with 
stents) and stents are closely analogous (as shown by the Bailey reference below). 

Further, Bailey teaches this, as indicated in the previous rejection, supra. 

It would have been obvious to modify the teachings of Makower, which teaches a 
method of including an indicia on an apparatus and using that indicia to orient the 
delivery of that stent via an external imaging apparatus, and methods of doing so 
thereof, with the teachings of Bailey, which teach applying markers to a valvular stent 
structure to determine valve orientation, mounting that valve onto a catheter, and 
deploying it, for the purposes of better-determining the approach and facilitating the 
surgery by giving the surgeon more control and means for verifying that the orientation 
of the valve is correct post-implantation. 
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Conclusion 

Applicant's amendment necessitated tine newground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JONATHAN STROUD whose telephone number is 
(571)270-3070. The examiner can normally be reached on 8-4, M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Isabella can be reached on 571-272-4749. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Jonathan R Stroud/ 
Examiner, Art Unit 3774 

/DAVID ISABELLA/ 

Supervisory Patent Examiner, Art Unit 3774 



